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DETAILED ACTION 

The allowability of claim 20 regretfully has been withdrawn. See the rejection 
below for details. 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 3/28/07 
has been entered. 

Claim Rejections - 35 USC § 102 

The following is. a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1, 3-8, 10, 14, and 20-23 are rejected under.35 U.S.C. 102(b) as being 
anticipated by US Patent No. 5,246,426 to Lewis et al. Lewis teaches an indicator 
system comprising a body 22, 74, 92 comprising a passage 42 passing through the 
body, the body further comprising a duct 82, 108 extending in the body and having a 
hemostatically sealed blood accommodating chamber 38, 40 (see entire document, 
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especially figs. 1-6D, 7, and 8B; col. 4, lines 27-48; col. 5, lines 8-42; col. 7, lines 14-49; 
and col. 9, lines 15-34 of Lewis). The language "hemostatically sealed" is taken to 
mean that the chamber is sealed so as to prevent the leakage of blood from the 
chamber, wherein the chamber of Lewis is so sealed (see entire document, especially 
col. 5, lines 34-37 of Lewis). An insertion tube 14, 70 comprises a distal end portion 
14b, 70b adapted to be positioned inside the blood vessel and comprising a fluid 
communication pathway between a liquid inlet opening 70d near a distal end of the 
insertion tube and the duct. The insertion tube further comprises an opening at the 
extreme end of the distal end portion (see entire document, especially figs. 1 , 6C, 7, and 
8B; col. 4, lines 33-39; col. 5, line 65-col. 6, line 2; col. 6, line 56-col. 7, line 13; col. 7, 
lines 27-34; col. 9, lines 16-34 of Lewis). A window 24, 26, 92, 106 comprises an at 
least semi-transparent section configured to enable visual observation of blood entering 
into the duct via the inlet opening when the inlet opening is located inside the blood 
vessel (see entire document, especially figs. 4, 5, 6B & C, and 7; col. 5, lines 14-23; col. 
8, lines 17-27; col. 10, lines 25-30 of Lewis). An elongated member 16 is further 
included (see entire document, especially figs. 1, 6A, 6B of Lewis). The passage and 
fluid communication pathway are adapted to permit the elongated member to be 
threaded in a substantially straight path therethrough between a distal end of the 
insertion tube and a proximal end of the body (see entire document, especially figs. 1, 3, 
and 8B of Lewis). The liquid inlet opening near the distal end of the insertion tube may 
be uncovered, in that the insertion tube 14, 70 may be removed from the catheter body 
192 (see entire document, especially fig. 6C; col. 4, lines 49-53 of Lewis). An outer 



Application/Control Number: 10/756,765 Page 4 

Art Unit: 3735 . 

dimension of the elongated member 16 is substantially equal to an inner dimension of 
the insertion tube at the distal end of the insertion tube 14, 70 (see entire document, 
especially figs. 8B and 10 of Lewis). 

As to the (imitation, "for visually indicating a pressure of blood inside a blood 
vessel" in the preamble of claim 1 , the applicants should note that this is merely 
"intended use" language which cannot be relied upon to define over the prior art since 
Lewis teaches all of the claimed structural limitations and their recited relationships. 
The system of Lewis is certainly capable of being used to visually indicated a pressure 
of blood inside a blood vessel. 

Regarding claim 3, the duct 82, 108 opens into the chamber via an aperture 84, 
86 having a spill-over edge 78, the aperture being located at a level above a bottom 
surface of the blood accommodating chamber 38, 40, whereby return of flow of blood 
back into the duct is prevented (see entire document, especially figs. 4, 6B, 6C, and 7 of 
Lewis). The location of the aperture with respect to the bottom surface of the chamber 
depends on the orientation in which the device of Lewis is held. The device of Lewis is 
capable of being held in such a manner. As to the language "whereby return flow of 
blood back to into the duct is prevented", this language is "results" language wherein 
prevention of return flow is stated as being a result of the preceding claimed structural 
features of the invention. Since Lewis teaches all of the claimed structural features of 
the invention, it is, therefore, assumed that the prior art reference also accomplishes the 
claimed result. If this is not the case, then it would appear that the applicants have 
failed to claim some essential element of the invention. 
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Regarding claim 4, the blood accommodating chamber 38, 40 is located in the 
body 22, 74, and the body further comprises the insertion tube 14, 70 extending distally 
of the body (see entire document, especially figs. 1, 4 of Lewis). 

Regarding claim 5, the inlet 70d is located on a side of the insertion tube (see 
entire document, especially figs. 6B & 6C of Lewis). 

Regarding claims 6 and 7, the duct extends vertically or horizontally to an 
aperture 84, 86 opening into the blood accommodating chamber 38, 40 (see entire 
document, especially figs. 4, 6B, 6C, and 7 of Lewis) wherein the direction of the duct's 
extension (vertically or horizontally) is merely "intended use" language since it depends 
on how the device is held. The device of Lewis may be held such that the duct extends 
vertically or horizontally. In a horizontal position, a portion of the duct 82 extends above 
a portion 40 of the blood-accommodating chamber 40 to an aperture 86 into the 
chamber (see entire document, especially figs. 4, 6B, 6C, and 7 of Lewis). 

Regarding claim 8, the duct 82, 108 exhibits a varying cross-section over its 
length (see entire document, especially figs. 7, 8A, and 8B of Lewis). 

Regarding claims 10 and 14, the elongated member 16 may be threaded in a 
substantially straight path through the passage and fluid communication pathway such 
that the elongated member projects distally past the extreme end of the distal end 
portion (see entire document, especially figs. 1 and 8B; col. 5, line 61 -col. 6, line 51 of 
Lewis). 

Regarding claim 20, Lewis teaches providing an indicator system, said system 
being described above, and further teaches positioning the distal end portion of the 
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insertion tube inside the blood vessel and blood appearing in the chamber 38, 40, 106, 
wherein the appearance of blood in the chamber is a result of the pressure inside the 
blood vessel (blood pressure) being higher than the pressure inside the chamber 
(ambient pressure), such that the appearance of blood in the chamber indicates blood 
pressure in the blood vessel (see entire document, especially col. 5, line 61 -col. 6, line 
14; col. 8, lines 28-62; col. 10, lines 21-34 of Lewis). 

Regarding claims 21-23, the elongated member 16 is considered to be a guide 
wire, guide rod, or dilator (see entire document, especially col. 4, line 32 of Lewis; also 
see col. 10, lines 17-38 and figures 3 and 8 of US Patent No. 6,689,070 to Hung which 
shows a dilator 40 being an elongated member used to advance a catheter into a body 
opening and similar to the guide wire of Lewis). 

Response to Arguments 

Applicant's arguments filed 3/28/07 have been fully considered but they are not 
persuasive. 

The applicants argue that Lewis does not disclose or suggest an outer dimension 
of the elongated member being substantially equal to an inner dimension of the 
insertion tube at a distal end of the insertion tube. Instead, the applicants claim that the 
guide wire 16 in Lewis, as shown in figure 8B, is significantly smaller in diameter than 
the opening at tip 4b, 70b of the device (see pp. 1 1 -1 2 of the arguments filed 3/28/07). 
The examiner respectfully disagrees with this assessment. The applicants have not 
provided any limitations or guidelines as to what constitutes "substantially equal", and 



Application/Control Number: 10/756,765 Page 7 

Art Unit: 3735 

"substantially" is taken to mean for the most part, or essentially. Therefore, according to 
figures 8B and 1 0 of Lewis, the outer diameter of the elongated member 1 6 and the 
inner diameter of the insertion tube 14, 70 at the distal end of the tube is shown as 
being substantially, or, for the most part, equal, as evidenced by there being only a 
small space shown between the elongated member and the insertion tube. Therefore, 
the rejection of at least claims 1, 10,14, 21 and 22 under 35 U.S.C. 102(b) as being 
anticipated by Lewis still stands. 

Allowable Subject Matter 

Claims 9, 11, 15, and 1 6 are allowed. The allowability of claims 9 and 1 5 was 
addressed in a previous Office action filed 4/20/05 and is repeated below for 
convenience. The allowability of claims 11 and 16 was addressed in a previous Office 
action filed 6/30/06 and is also repeated below for convenience 

The following is a statement of reasons for the indication of allowable subject 

matter: 

Regarding claim 9, the primary reason for allowance is the inclusion of the duct 
becoming narrower in the direction towards the blood accommodating chamber, which 
is not found in the prior art references. In the examiner's opinion, it would not have been 
obvious to make the duct of Lewis narrow in the direction toward the blood 
accommodating chamber, particularly in light of the applicants' disclosure that the 
narrowing of the duct is being useful for reducing sensitivity in the detection of pulsation 
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(see paragraph 51 of the applicants' specification) and clearly not a mere design 
consideration. 

Regarding claim 1 1 , the primary reason for allowance is the inclusion of the duct 
first becomes progressively narrower and then becomes progressively wider, which is 
not found in the prior art references. In the examiner's opinion, it would not have been 
obvious to make the duct of Lewis becomes progressively narrower and then become 
progressively wider, particularly in light of the applicants' disclosure that the that the 
narrowing of the duct is useful in reducing the sensitivity in detection of pulsation and 
widening of the duct is useful in that it can accommodate a wider pressure range (see 
paragraphs 51-53 of the applicants' specification) and clearly not a mere design 
consideration. 

Regarding claim 15, the primary reason for allowance is the inclusion of the 
blood accommodating chamber and the duct being dimensioned such that a counter- 
pressure therein when blood enters will cause a blood meniscus at a lowest possible 
systolic pressure to be located approximately at the spill-over edge, which is not found 
in the prior art references. The applicants disclose that such dimensioning ensures that 
the chamber volume is adapted to include the expected pressure ranges and all such 
pressures would be visually detectable (see paragraphs 42-44 of the applicants' 
specification). 

Regarding claim 16, the primary reason for allowance is the inclusion of the 
blood accommodating chamber and the duct being dimensioned such that a counter- 
pressure therein when blood enters will cause a blood meniscus at a lowest possible 
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systolic pressure to be located within the window, which is not found in the prior art 
references. The applicants disclose that such dimensioning ensures that all expected 
pressure ranges may be visually detectable (see paragraphs 42-44 of the applicants' 
specification). 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be. directed to Patricia C. Mallari whose telephone number is (571) 

272- 4729. The examiner can normally be reached on Monday-Friday 10:00 am-6:30 
pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Charles Marmor, II can be reached on (571) 272-4730. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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